
1. Check all applicable boxes and type or print the 
requested infomtation. 

2. Submit anoriginal and four (4) copies. 
1. NAME OF COMPANY 

3. Mail your appkcatiin to the Dockets Management Branch (HFA-305), Food and 
Drug AdministratIon, Rm X%1,5630 Fishers Lane, Rockvitle, MD 20852. 

4. Enter docket number if assigned. 

p&w\cIL i&$=13 tzcaxx~4 ,Lfwg§ 
2. ADDRESS OF COMPANY (Include ZIP Code)(lf P-0. Box is used, inclt&actuai street add- &w.) 

general, the Agency approve a varkince for onfy two years. If a fonger per& is #quested, e justfffcetion must be attached as pert of the application.) 

PRODUCT DESCRIPTION AND USE 

~@xiirz L IkzGR 
b. PRODUCT FOR WHICH A VARIANCE IS REQUESTED 

0 A laser display device 
q A projector for a fasar light show 

A laser light show 
Other (SpeoirLI- 

c. 168 PROJECTORS ARE fNTENDED FOR SALE, LEASE, OR LOAN TO 
OTHER LASER LIGHT SHOW PRODUCERS 

d. PRODUCT IS lNTENDE0 FOR USE IN A 
Planetarium or other dome projeotion structure 
Theater 
HoteVmotel ballroom or meeting room 
Store displays 
Trade show or convention 
Discotheque or night club 
Pavilion 
Indoor arena 
Outdoor arena 

K3 Museum 
q Outdoor unenclosed area 

got&$ (.q&#y) em.A;w\ (.-@A- 
e. PRODUCT IS INTENDED TO BE USED 

$lr At only one (Fixed) location 
Q  At a variety of (Tour) locations 

Dt iPARTMENT OF HEALTH AND HUMAN SERWCES 
Food and Drug Administration 

Other (Speciilj- 
_ .--- -.-.-- 

. PRODUCT fS INTENDEO TO BE USE0 AT ANY ONE LOCATION 
More than 16 days 
Morethan6butnotmorethanl6daye 
LesSthsnSdayS 

I* IS INTENDED TO RUN FOR 
Morethan6months 
1-6 months 
Lessthanonemonth 
Not appfioable [&or a touti 
otfter fspecilyl 

I. PRODUCT UTILIZES THE FOLLOWING LASER EFFECTS 
Front soreen projections 
Rear screen projectfons . 

Holographic dispfays 
Muitfple refMctfon/dfffmction effeots 
Audience scanning (Also inckfes scanning any accessible 
unconttvif~ areas) 
Reflsotions from stationary mirrors or mirrored 
surfaoea (Beam 1M@rfcea) 

m  Stationary iWsdi&?n of mtating mirror balls, etc. 
Soanning irradiation of roteting mirror balls, etc. 
fiber optic projections 
Fog, smoke, or other scattering enhancement effects 
Other (SpecilLI 

M. LASER ~BIATWN LBVELB 
LASER MEDIUM (plr, He&e, etc.) I WAVE LENGTHS (ix@ I PEAK POWER (wafts) 

1 I 
9. IF ANY LASER RADIATION IS PULSED OR SCANNED, GIVE THE PULSE DURATION AN0 RATE AND FANNING FREQUENCY AND AMPLITUDE 

- REAgON FOR REQUESTING VARIANCE 
Compliance with the limits of 21 CFR 1040.1 l(c) would restrict the intended use of the product because oompli inoe would 

I limit the output power to the extent that the desired effects would not be suffiofentfy visible 

I B  Other or additional explanation (Spsci@] 
1 
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11. MANNER IN WHICH IT IS PROPOSED TQ DEVIATE FROM THE REQUIREMENTB OF THE APPLICABLE STANDARD 
It is proposed to deviate from the provisions of 21 CFR 1040.1 l(c) in that the accessible emission levef would exceed the 
accessible emission limits specified in 21 CFR 1040.1 l(c). 

It is proposed to deviate from the provisions of 21 CFR tO40.11 (c) as foflows: 
II 

2. ADVANTAGES TO BE DERIVED FROM SUCH CYEVtATlON 
Laser light shows and displays are accepted popular media in entertainment and the arts. Use of power levels in excess 
of the limits tmposed by 21 CFR 1040.11 (c) is necessary to achieve the required effects in these media, 

Other or additional advantages (describe andex#ain).’ ’ 

13. EXPLAIN THE ALTERNATE MEANS OF RADIATION PROTECTION TO BE PROVIDED. (Check @many Wes as q&y. In i&m 14 “Remarks ” 
jugi& any boxes nof checked, using addifIona/sheefs as newssary. State any other means of radiafion prufe&on ffrat will be used.) 

All laser products, systems, shows, and projeotors will be certified to compty with 21 CFR 104O,lO and the conditions of this variance and will 
be reoorted as reauired bv 21 CFR 1002.10 AND 1002.11 usino the moortino mlides provided for such purpose. These actions will be 
accomplished prior to anyintroduction into commerce. - 

b. Effects not s~ifically indicated in thfs variance application will not be performed. No other effects wilt be added until an amendment to the 
variance has been obtained and the required reports or supplements, asappliie, have been submiied. 

Scanning, projeotton, or reftection of laser and cottaterat radiation (Ught show raU&ifiorr) into audience or other accesstbte uncontrolled areas 
will not be permitted except for diise reflections produced by the atmosphere, added atmospheric scettertng media, and target screens. 

d. Laser radiation levels in excess of me limits of Cfass I will not be permitted at any point less than 3.0 meters above any surface upon which 
persons other than operators, performers, or employees are pen-nit&d to stand or 2.5 meters befow or in lateral separatfon from any place 
where such persons are permitted to be. Operators, performers, and employees wB not be n3quired or allowed to view radiation above the 
limits of Class I or be exposed to radiation above the limits spscifted in 21 CFR 1040.11 (c). 

e. Any product which relies on scanning to meet access, exposure, or product class limits wltl incorporate ascanning safeguard system which 
directly senses scanner motion and whiih will react fast enough to preclude exceedtng the appflcabie lfmtt. 

f. B All laser light shows shall be under the direct and personal control of trained, competent operator(s). The operator(s) will: 
l (1) Be an empkbyee of the variance hokier who will be responsible for the training and the conduct of the operator; 

(2) Be located where all beam paths can be directly observed at ati times; and 

(3) lmmedtttety terminate the emission of light show radiition in the event of any unsafe condlti~; or, for outdoor shows, upon request 
by any air traffic control officials. 

9 The maximum laser projector output power will not exceed the level required to obtain the intended effects. 
. 

ha The projection system (i.e., fhe projector a&all ottrer CompDnenls us&to pmduce fhelighfing eff&cfs) v&l be securely mounted or 
immobil ized to prevent unintended movement or misalignment. Seam masking will be provided as an inherent part of the system design to 
prevent overfilling of screens, beam stops, targets, etc. 

i. Laser pmjectors will not be delivered to any other party under an agreement of saJe, lease, or k%tn unless and until the recipient demonstrates 
that they have a variance in effect at the time of deiiiry that permits them to produce laser tight shows incorporating such projector(s). 

j. b In addition to the requirements of 21 CFR 1040.10(h), the manufacturer of taser projectors&stems will provide to parties who purchase, lease, 
or borrow the equ&xnent, adequate users’ k?structions for safe installation and operation which exptatn the responsibilky of the recipient as an 
independent light show manufacturer to submft the required reports and apply for and obtatn a variance from CDRH prior to introduction into 
commerce of any laser light shows. 

k The requirements of 21 CFR 1002.30(a)(l) and (2} will be accomplished through the use of written pracedures for setup, aiignment, testing, 
and performance of each show. These procedures wtll be in sufficient detail to ensure comptiince with 21 CFR 1040.10, the conditions of this 
variance, and the control of access to radiation areas using the procedures described in the ANSlEl36.1 standard for the safe use of lasers 
(American Nationa/ Standards lnsthute, 1430 Breadway, New Yor& NY 1001llfar any other equivalent user consensus standard and, where 
applicable, state or local requlrements. Laser radfation area$ which can contain radiation levels above the limits specified in 21 CFR 1040.11 (c) 
will be clearly identtfied by the poettng of warning signs and/or mstdcting arxress through phystcal means (such as pressure sti’tcfies, photo 
cells, barriers, guards, e&J. These requirements appfy to temporary areas (sudr as duting set up iand alJgnmenf pn;soedues) and to final or 
permanent areas. The variance holder will retatn the records of these procedures andthe results of as required by21 CFR 1002.31. A 
copy of the variance applkation, the appmvai letter, current procedurea, and reooIds relating to each cular show will be with the operator 
or other responsible individual and will be made available for inspection by FDA and other responslbte authorities. 
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auth&ties providing show itinerary with 
dates anu taxations dearly and ad, and a basic description of W&ding a etatement of the maximum 
power output intended. Such n 

(1) The Center for Devices and F4aciiiogic%i Health, Offica of Compliance (HF&342), 2098 Wither RoaLi, Rockviile, MD 20850, providing the 
initial and &sing dates for fixed instaWions and the itinerary for mobite shows. In add&on, unless alf aspects of each show have been 
reoorteci and accession numbers cteatty referenoed. each notkze wiil inciudedetaikxt desctlptions of each show and a Wing of all effects to 
bcj performad in sufficient detail to confirm ~mpliance with the regulations and thk3 variance. 

(2) The Federai Aviation Administration (FAA) for any projectIons into open airspace at any time (ie,, &&ifing set up, alignment, rel?eatsa/s, 
performames, efc,). If the FAA objects to any laser effects, the objectiot~ will be reeoivad and any Gand&ans reques&d by FAA will be 
adhered to. if these conditions cannot be met, the objectionable effects will be deleted from the show 

(3) State and Local radiation control offk&/agencies for all shows to be performed within their jurisdictions. Ali requirements of state and local 
law will be satisfied and any objections raised by @cat authorities wilt be msoived or the effects deleted. (A fist of federa andstafe offices is 
available from the Center forDevices an& Racl~l Health upon mquhwt.) 

4. REMARKS 

. 

I CERTiFY that ail of the above information and statements are true, complete, and correct to the best of my know&@ and acknowledge that 
my variance appiiciition may be denied of my variance may be revoked if this applkxtion is found to bB fats& misrsading or incorrect in any 
material way. I have submitted and will submit aii reports mquired by 21 CFFt 1002.10 and 1002.11 on the iaaef equipment ami show(s). I 
further understand that I may be requireci by regulation or by the Director, Center for Devices arxi Radiologicai Heaith, to supply such other 

. . information as may be necessary to evaiuate and act on this application. 

SIGNATURE ‘I 
4, ~ , 116. NAME (Type or i=rinfJ 1 t7. TlTLE 


